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mr DEPARTMENT OF HE.ALTH & HUMAN SERVICES ~\lJL
Sf2\YYork District

Food & Drug }([lll~islistrntioll
158- 15 Liberty Avcn LIe
Ji~mz~ica. Yc}v York 11433-1054

WARNING LETTER

CERTIFIED MAIL

~~ RECEIPT REQUESTED

Radiolojjy Department
270 – osi 76t11Avenue

New Hy~e Park, New York 11040

Fcl~ruwy 12, 2001

J?EF: NYI<-2001-41

John J. Alosio
Adminisb-ator Radiology
Long Isl~nd Jewish Radiology Private Practice

Fclclmy ID: #120972

Dear Mr. Alosio:

Your facility was inspected 7001 by a representative of the New YoI-k Cityon January 81]1,-
Departm@t of Health, Bureau of Radiological Health, acting on behalf of the U. S. Foocl & Drug
Administi-ation (FDA). This inspection revealecl a serious regulatory problenl involving the
mammography operation at your facility. Under a United States Federal Law, the Manlmography
Quality Standards Act of 1992, your facility must meet specific requirements for mammography
operation~. These requirements help protect the health of women by assuring that a facility can
perform quality mammography procedures. The inspection revealed the following repeat Level 2
noncompliance finding at your facility:

1. One (1) often (1 O) random reports reviewed c[id not Collfclin aJIassessment category
for this site.

The specific problem noted above appeared on your lMQSA Facility Inspection Report which was
issued to your facility at the close of the inspection. This problelm is identified as a repeat Level 2

noncompliance because it identifies a failure to meet a significant MQSA requirement. Because this
condition i-nay be symptomatic of serious underlying problems that could colnpromise the quality
of marnmqgraphy at your facility, it represents a vio Iation of the law which may result in FDA taking
regu~ato~yaction without further notice to you. These actions inc~ude, bLI{ are not limited to, placing
your facility under a Directed Plan of Correction, chargii~g your facility for the cost of on-site
monitoring, assessing civil money penalties LIp to S10,000 for each failure to substantially comply
with, or eaoh day of failure to substantially comply with, NIQSA standards, suspension or revocation
of your fa~ility’s FDA certificate, or obtainin~ a COU1linjunction against fullher mammography.
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There was also a non repeat Level 2 nonconlpliance finding that was listed on the inspection report
provided at the close of the inspection. The Level 2 noncompliance finding was:

1. The Rmiiologic Techo~ogist
alHmB did not J]leet the req[[ireille!lt of1]mi]l: 40

supervised hours of train i’JIgill mc[n!nlo,yrr{pJl]?.

It is necessary for yoLl to act on these matters immediately. Please explain to this office in writing
within fifteen (15) working days from the date yotl received this letter:

,

● The spe@c steps you have t~llie]~to correct tJ~eviolations noted in this letter;

● EacJIstep your facility is taking to prevent tile recunwl ce of similcu vio[atioj~s; and

● Sample records that demonstrate proper record keephlg procedl[res.

please submit’ your response to the above issues to tJ~ecdfe!?lion of ArtJJHVS. Wi![iffms, ,Jr.,
Compliance officer, U. S. Food & Drug Administrcltiolz (FDA), 158- 1.5 Liber:]] Ave]x[[e,
Jamaica, New York 11433-1034, Tel.: (71$’)/662-5568.

Finally, you should understand there are many FDA require~nents pellaining to mammograp]l y. This
letter pertains only to findings of our inspection and does not necessarily address other obligations

you have under the law. YoL~may obtain generaI information about all of FDA’s requirements for
lmammography facilities by contacting the Mammography QL~ality Assurance Program, U. S. Foocl
& Drug Administration (FDA), P. O. Box 6057, Columbia, Maiy]ancl 2 ]045-6057 (1-800/838-77 15),
or through the Internet at htt~.ikvl v.f(fa.,~ov.

Sincerely yours,

kd-i~~___,_/
~fi Je~o~rieZs]113er

/

6Acting - istrict Director
/ New York Districti
‘k


